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Period for Reply w " MFV " ra,w " 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

" I u% peri0C i t° r rep ', y s P ecified above is less tfian thirt V (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

" FaTreto^^ f*?? ^ Wi " apP ' y and wi " 6Xpire SIX (6) M0NTHS from the mailin 9 da ' e ° f this communication. 

- Failure o reply wrthin the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 1 33) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce anv 
earned patent term adjustment. See 37 CFR 1.704(b). y y 

Status 

1 )M Responsive to communication(s) filed on 22 October 2003 . 
2a)Q This action is FINAL. 2b)|S This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) M Ciaim(s) 1-12 and 14-28 is/are pending in the application. 

4a) Of the above claim (s) is/are withdrawn from consideration. 

5) |Sl Claim(s) 8-12 and 14-28 is/are allowed. 

6) |E Claim (s) 1 and 5-7 is/are rejected. 

7) D Claim (s) is/are objected to. 

8) Q Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing (s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheetfs) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12)[H! Acknowledgment is made of a claim for foreign priority under 35 U.S.C § 1 19(aWd) or (f) 
aM AH b)D Some * c)Q None of: 

1 .13 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 3) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1 .78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attach ment(s) 

1) Q Notice of References Cited (PTO-892) 4) Q interview Summary (PTO-41 3) Paper No(s) 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52)~~ ' 

3) |><j Information Disclosure Statements) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

Claim Rejections - 35 USC §103 

1. Trie text of those sections of Title 35, U.S. Code not included in tkis action can be found 
m a prior Office action. 

2. Claims 1, 5, 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
USP 5,264,589 to Corey (Win referred to as "Corey '589) in view of USP 4,485,176 to 
Bollin, Jr. et aL (fierein referred to as "Bollin"). 

Corey '589 teackes that a known method for the determination of the presence of protein 
consists of measuring turbidity following sample acidification. According to this known method, 
the turbidity of the sample is measured using a spectrophotometer following the addition of a 
protein-precipitating agent, generally an acidifying agent, to the sample. The calculated turbidity 
of the sample is compared to the spectrophotometric standard curves to determine the presence of 
protein in the sample. Common precipitating agents include sulfosalicylic acid, trichloroacetic 
acid and tannic acid. See col. 1, lines 45-55. 

Corey '589 does not expressly teach measuring intensity before and after the addition of 
tannic acid. However, it would have been obvious to one of ordinary skill in the art to measure 
the absorbancy before and after the addition of tannic acid in order to generate the 
spectrophotometric standard curve used to calibrate protein amount. Measuring the sample 
before the addition of tannic acid would serve as a reference sample and eradicate any unwanted 
background from the sample. It is well appreciated in the art that a "zeroing" sample be used to 
calibrate the spectrophotometer prior to subsequent measure of samples. This assertion is 
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furtker exemplified ky Bollm, comprising a metkod of measuring tke protein concentration in a 
sample ky differentiating ketween samples containing turkidity and samples wkerein tke turkidity- 
causing reagent was not added (klank). Tkis klank is "particularly useful for tke measurement of 
protein" in turkidity metkods kecause it can "kelp reduce assay interference" from sample 
ckromogens, kukkles, and tke like. Bollin estakliskes tkat it is well witkin tke skill of tke art to 
kave turkidimetric metkods tkat include kotk measurement of tke aksorkance of protein samples 
kotk kefore and after tke presence of turkidity. 

Furtker, witk regard to claim 7, wkile Corey '589 does not disclose suck a correction 
procedure, it would kave keen well witkin tke skill of tke art to recognize procedural proklems tkat 
may lead to a skewed result and kave some means to compare tke result to tkat indicative of a 
proklem. 

Response to Arguments 

Z Applicant's arguments filed 10/22/2003 kave keen fully considered kut tkey are not 

persuasive. Tke Bollin reference kas keen incorporated into tke instant rejection only to furtker 

corrokorate tke Examiner's assertions, per Applicant's request. 

Applicant kas made several arguments concerning tke properness of tke standing Corey 

'589 rejection. Applicant first makes tke point tkat tke okject of tke present invention is to allow 
determination of tke quantity of a sample wkose concentration is unknown. Tkis statement may 
ke true, kowever, tke instant claims are not drafted in suck a way to preclude tke addition of 
otker steps. Tkus ; tke new comkination of Corey '589 & Bollin serves to exemplify tkat it is 
known in tke prior art to kave turkidimetric metkods tkat include kotk unknown protein samples 
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and known standard samples ky wkick to comparatively quantify tke concentration of tke 
unknown. For instance, in tke Bollin metkod, col, 3, lines 5-9, it is mentioned tkat tke 
difference Ween tke klank aksorkance and test aksorkance are compared to tkose oktained from 
processing a series of known standards. Tke test aksorkance is tkerefore unknown and some of 
tke otker samples are known. Applicant skould also note tkat tke instant claims do not require 
tkat tke sample ke unknown. 

Applicant furtker argues tkat generating a standard curve is not equivalent to measuring 
protein concentration. However, it is tke Examiner's position tkat tke Bollin reference 
demonstrates tkat standard curves can serve to skow kotk a relationskip ketween tke known 
protein concentration and detected ligkt intensity and measure protein concentration of a test 
sample kaving an unknown protein concentration. See Example 1, col. 3, line 65-col. 4, line 2. 

Lastly, Applicant kas argued tkat tke cited prior art does not recognize or consider tke 
problems associated witk inkerent turkidity in protein measurement processes. However, tkis is 
not a limitation of tke claims and does not kave to ke addressed ky tke prior art if tkere is anotker 
reason for measuring turkidity prior to tke addition of tke reagent. Tke Bollin reference teackes 
tkat use of a klank aksorkance can kelp reduce interference in measuring turkidity. Tkerefore, 
for tke reasons set fortk akove, Applicant's claimed invention is deemed to ke okvious, witkin tke 
meaning of 35 USC 103, over Corey '569 in view of Bollin. 

Allowable Suhject Matter 
3. Claims 8-12 and 14-28 are allowed. 
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4. Claims 2, 3 and 4 are objected to as teing dependent upon a rejected tase claim, tut 
would te allowatle if rewritten in independent form including all of ike limitations of tte tase 
claim and any intervening claims. 

Any inquiry concerning ttis communication or earlier communications from tte 
examiner stould te directed to Monique T. Cole wtose teleptone numter is 571-272-1255. 
Tte examiner can normally te reacted on Monday-Ttursday from 6:30 A.M. to 4:00 P.M. 

If attempts to react tte examiner ty teleptone are unsuccessful, tte examiner's 
supervisor, Jill Warden can te reacted on 571-272-1267. Tte fax ptone numter for tte 
organization wtere ttis application or proceeding is assigned is (703) 872-9306. 



Monique T. Cole 

Examiner 

Art Unit 1743 
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